


Applicable Dates * 

a) Effective date of the’ investigational wiber 33,, 1994 
new drug application (IND) and’ IND (ExyJit M) 
number: rt\so 46,266. 

b) 

C) 

Date an which a New Drug ~ppl~~~i~n 
(NDA) was initially submitte‘d 
and NDAnumtier: 

Date on which’NDA was appr~ed: 

Jujy 15; 2002 
(Exhibit F) ,, 
NDA’Na. 21-455 

May 1.6,5po3 
(Exhibit B) 

Calculation of RaauestedExtension 

Testina Phase (37 C.F.R. !S ?.775(~) fW\ 
Commenced on Oc@ber 36<,, l99? and ended on. July 4 5, 2662, which is 

2,815 days. 

Application Phase (37 C.,F,R. !S 1.77%~) (2u 1 
Commenced on July ?5,2662 and ‘ended.crn May l&2003, which .is 305 

days. 

Reaulatorv Review Period (37 C.F.R:S ‘I .775(c)~ 
., 

The ‘sum cjf the Testing ,Phase and the Application Phase is a total of 3120 
days. ’ . 

Reduction for Review SPri&- ts the h&e,-of The PaEenl(37 C.F& 81.775 cdld3(1 I(i)j 
No reduction is applicable. 3‘ _, ‘. ‘, 

.. -; ‘_ _, 

July 14, 2003 and Exhibit J to the’$uppiement fi@d ~~pt~~b~~ 24,:2003, 
Applicant maintains it ,acted with ~u~~~~~en~,d~~ing b&h, testing and revk&! 
periods, Thus;.there is no reduction i,n ,the regutatary review peri& because of’ 
lack of due diligence. I, ’ , ,, 
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One-Half Testina Phase ~~du~t~~~ 137: ‘C,.F.R. I;i: I.775 id) (I.) (ii@) 
% (Testing Period) ~+,Rewi&w ‘Period =, ‘I;?13 .- 

X(1815) + 30s = 4713 

Fourteen Year Cap (37 CF.F+ $ I .375~ (d) (2) - 64) 
In applying-se&on 1 !%(c> (3); the’?in& re$Sxi regfflat~~: review period as 

calculated above (1,73.,3 da& is added bnt$ the end,t$,the or~g~~,?~,terrn of the 
patent, July, 9,2O.Q7, ~e@in@in a date &Mar& 17,20121 Afte~natively, 
fourteen (14) years is ‘added to .tbeS!-$W~approv&l- date (M&y 16,~~2Oc)3) resulting 
in a date of May 14,20T7. The ear!ier of the above hflro date~i”,~~~~~ *Ia7,2Q42 is 
thus selected. I 

As shown aboyF,IheWm of U,.S%$kt @&I. &27.;&14 is eligible for an 
extension 6f I ,713.days from July 9;. 2007 to March 17, 2012.~ ~~pl~~~~t ~onfimis 
its request for a patent term extetis&x-I; corr&ctkd(to ru,p Up .kt and: itWuding Mar&h 
Ii, 2012. 

149364 ” )., 


